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Tobacco-Settlement: FDA
Jurisdiction Product Regulation [2]
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PRESIDENT

March 11, 1998

Mr. William Schultz

Deputy Commissioner

Food and Drug Administration

5600 Fishers Lane, Room 1481, HF-22
Rockville, MD 20857

Dear Mr. Schultz:

1 want to let you know our concerns about the position of the Food and Drug Administration
{FDA) on tobacco legislation that is currently being considered on Capitol Hill. I understand that
this position also reflects that of the Administration, including Vice President Gore. As we
understand it, the agency supports using existing regulatory authorities for drugs and devices as the
basis for regulating tobacco products. We understand that the Administration favors Senator Kent
Conrad’s legislation (S.1638) that would add “a delivery component of a tobacco product’ to the
legal definition of devices (Sec. 203) and would clear!y authorize the Secretary to regulate ‘any
tobacco product as a drug, device, or both .

FDA'’s testimony before the Senate Committee on Labor and Human Resources expresses
the belief that the current Act’s drug and device authorities “provide(s] a comprehensive set of
tools which allows the Agency to craft appropriate restrictions on aceess to and the advertising of
tobacco products.” The agency has already applied its authority to regulate drugs and devices to
tobacco products--on the grounds that such products are “drug delivery devices.”

While FDA'’s position may be tenable as a matter of legal interpretation (although that
issue has not yet been finally decided), we maintain that defining any part of a tobacco product as
a medical device is antithetical to the inherent nature of medical devices as articles intended to be
used “in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or
prevention of discase, in man....” (Federal Food, Drug, and Cosmetic Act, Section 201(h)).
Moreover, ane of the overarching purpose of the Federal Food, Drug and Cosmetic Act is to
authorize a regulatory scheme to primarily ensure that drugs and devices are safe and effective
for human use--a standard that is not appropriate for tobacco products.

World Leaders in Health Care Innovation
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_ We understand your interpretation may have been necessary as a basis to assert
Jurisdiction over tobacco initially. However, we strongly urge you to use the opportunity
presented by the current legislative initiatives to seek specific authority to regulate tobacco
products qua tobacco products--not as drugs, devices, or a combination thereof. There is no
reason to attempt to force fit longstanding device principles and laws to accommodate tobacco
products. Language in S. 1638 that changes the application of such core standards as safety and
effectiveness to a standard where, vis a vis tobacco products, the “best public health result is
achieved” is an unnecessary attempt to fit a round peg into a square hole. Congress has ample
authority to identify which standards should apply to tobacco and tailor them specifically to the
intended purpose.

In addition to our basic philosophical contention that a group of products designed to
diagnose and cure disease should not include products that may be deleterious to human health,
we are also concerned that there may be unintended consequences of defining tobacco products
as drugs, devices, or a combination thereof. For instance, applying device provisions to tobacco
products could create administrative or judicial precedents that would be entirely inappropriate
for medical devices. The mere existence of such precedents has the potential to cause confusion,
legal uncertainty, and additional burdens for an industry committed to patient health.

We are also concerned about the financial impact of FDA’s regulation of tobacco
products as devices, especially on the budget level of the Center for Devices and Radiological
Health (CDRH). Conceivably, the agency could reallocate sizeable portions of the CDRH budget
to tobacco regulation on the grounds that tobacco products now fail wathin the device regulatory
authority. This result would be disastrous, not only because base funding for CDRH has already
been reduced in FY 98 vs. FY 97, but also because the Administration is proposing further
significant reductions to the CDRH budget for FY 99. Given the recent enactment of the “Food
and Drug Modernization Act of 1997" --spurred by the need to create efficiencies to help patients
gain access to medical devices--the potential harm to the CDRH budget--and the certain
consequence of increased review times--would be counterproductive to all the good work done
by many parties, including the agency itself, to see this legislation through to completion.

In conclusion, we reiterate our request that you and the Administration work with key
members of Congress to enact tobacco legislation that gives FDA appropriate authority to
regulate tobacco products as tobacco products, and not as medical devices or drugs.

Thank you for your consideration of this request.

L

Alan H. Magazine

AHM/c
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FOOD, DRUG & COSMETIC ACT PROCEDURES

SETTLEMENT PROCEDURES

Classification

eSection 513 establishes the requirements for
classifying devices into one of three Classes. (Class 1
is general controls, Class II is special controls; Class 11
is premarket approval).

«FDA is required to establish a panel of scientific
experis to make a recommendation and findings a5 to
the classification of the device.

sInterested persons—inchuding the public, the scientific
commumnity, and the industry—may submit data and
views to the panel regarding classification of the
device.

»FDA must issue a proposed regulation to classify the
device. This proposed regulation must inclode the
panel’s recommendation as well as FDA'’s foll
statement of reasons for the proposed classification.

«Interested persons may comment on the proposed
classification.

«The final classification regnlation is subject to judicial
review.

« Automatically classifies all tobacco products into a
new subcategory of Class If medical devices.
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FOOD, DRUG & COSMETIC ACT PROCEDURES

SETTLEMENT PROCEDURES

Performance
Standards

«Section 514 establishes requirements for the issuance
of performance standards for particuiar Class [T
devices. These requirements provide several
opportunities for public participation in the
development and revision of performance standards.

«FDA is required to issue a notice of proposed
rulemaking for the establishment of a standard. This
potice must include 2 series of findings to justify that
the standard is appropriate and necessary. The notice
must also invite interested persons to comment on the
proposal generally or to propose alternative standards,

«Upon request of an interested party and good cause
shown, FDA is required to refer any matter which
requires the exercise of scientific judgment to an
advisory committee. The advisory committee must
issue a report and recommendation on the proposed
regulation. The report and recommendation must be
made available to the public.

= After all processes are complete, FDA then issues a
final performance standard regulation.

¢ The settlement authorizes the issuance of certain
performance standards putsuant 1o section 514 for
tobacco products if specific additional requirements
are ef,

*FDA nmust make a oumber of findings beyond those
in section 514 before a standard can be issued.

*FDA must use formal rule-making procedures. -
Formal rulemaking is eaormously resource-intensive
and lengthy because it requires an ALJ hearing at
which witnesses are presented, factual determinations
by the ALJ, and review of the ALY decision by the
Commissioner.
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FOOD, DRUG & COSMETIC ACT PROCEDURES

SETTLEMENT PROCEDURES

Performance
Standards
fcon’s)

eImplementation stayed for 60 legislative days under
the Congressional review provisioas of the Regulatory
Reform Act of 1996, In addition, under section 514, a
performance standard may not take effect before 1 year
after ifs final publication,

Performance standards can be challenged m federal -
court, Under the APA, the burden is on the party
challenging  standard to show that it is arbitrary and
capricious based on the administrative record.

»Section 514 and FDA regulations explicitly provide
for citizen’s petitions if new concerns with the
performance standard later arise.

» All of the extensive procedures listed above would
apply to performance standards relsting to the reduction
or elimination of nicotine. :

oIf the standard is challenged in court, FDA must
show that the standard is supported by “subsiantial
evidence” in the administrative record.

»Parties may immediately petition FDA to seek
review of whether a modification has resulted in the
creation of a significant demand for contraband, and
seek judicial review if the petition is denied,
irrespective of whether judicial review of the standard
itself is complete.

s After a 12 year period, FDA may issue performance
standards that include the elimination of nicotine, or
have an effect comparable to nicotine elimination.
Additional procedures are required. Any such
standard must be based on a preponderance of the
evidence pursuant to—at manufacturer’s election— a
Part 12 hearing (which requires sworn witness and
cross examination), or sotice and comment
rulemaking. Findings in zddition to those referenced
above are required. Implementation stayed for 2
years in order to allow for Congressional review.
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FOOD, DRUG & COSMETIC ACT PROCEDURES

SETTLEMENT PROCEDURES

Ingredient
Regnlation

sUnder FDCA, FDA could regulate ingredients in
tobacco products pursuant to the performance standard
provision and procedures discussed above.

sSection 301() of the FDCA and FDA's extensive
regulations and procedures ensure that appropriate
protection is accorded information that is a trade secret.

sSection 502(r) authorizes FDA 1o issue regulations
that require appropriate ingredient disclosure. Before
regulations are issued, FDA must provide notice and an
opportonity for comment and an opportunity for a

hearing.

Sets up a new system in which manufacturers have 5
years to provide information to FDA that each nop-
tobacco ingredient is safe within intended conditions
of use. FDA has 90 days to review the data, or the
ingredient is deemed approved.

*Requires FDA to establish new procedures and
requirements for the handing of trade secret
information from tobacco companies.

+Public disclosure requirements are linked to
disclosure requirements for food products under the
FDCA. This standard may not be adequate for tobacco
products, and may not provide the public with
information relevant to health,
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Thomas L. Freedman
02/23/98 10:05:22 AM
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Record Type: Record

To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EQOP, Cynthia A. Rice/OPD/EQP, Mary L. Smith/OPD/EOP

ce:
Subject: Re: HHS A-19 on Ingredient Disclosure in Tobacco Products

Do you agree with OMB on this? | do. The proposal might appear to take the place of our asking
for a more comprehensive bill.
Forwarded by Thomas L. Freedman/OPD/EOP on 02/23/98 09:56 AM ------—mm-eommemmcmeee e

-~ -

TN, o~ * Wm G. White 02/23/98 09:50:14 AM

A%

Record Type: Record

To: Thomas L. Freedman/OPD/EQP

cc: See the distribution list at the bottom of this message
Subject: Re: HHS A-19 on Ingredient Disclosure in Tobacco Products

Josh Gotbaum asked us to seek your views on a legislative proposal that HHS/CDC would like to
submit to the Hill this year regarding ingredient disclosure (see attached e-mails for summary.)
Although we have no technical objections to the proposal, we recommend not sending this to the
Hill this year, since the Administration is not propesing comprehensive tobacco legislation. A very
similar proposal as the one HHS/CDC would like to send is also included in the Conrad bill, for
which the Administration has expressed support.

Please let us know if you/DPC concur with the OMB recommendation. Thanks. Greg.
Forwarded by Wm G. White/OMB/EOP on 02/23/98 09:39 AM -

JOSHUA

GOTBAUM
02/21/98 11:31:19 PM

=

Record Type: Non-Record

To: Wm G. White/OMB/EOP@EOP
cc: See the distribution list at the bottom of this message
bee:

Subject: Re: HHS A-19 on Ingredient Disclosure in Tobacco Products E—fj

| agree. Touch base with Tom Freedman of DPC to make sure they do as well. thanks.
Wm G. White
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Record Type: Record

To: Joshua Gotbaum/CMB/EQP@EOP, Jill M. Pizzuto/OMB/EOP@ECP

cc: See the distribution list at the bottom of this message
Subject: HHS A-19 on Ingredient Disclosure in Tobacco Products

HHS has sent us an A-19 legislative proposal for CDC that would expand HHS' ability to obtain
specific information on the type and quantity of ingredients in tobacco products. We are seeking
your guidance on whether you would like HHS to submit this A-19 proposal to Congress.

HD Recommendation: HD staff have no technical objections to the A-19 (see description below).
However, given that the Administration is not submitting tobacco legislation to Congress this year,
we recommend that HHS not send this A-19 forward. In addition, similar versions of HHS' A-19
are already included in the Jeffords and Conrad tobacco bills,

Summary of the A-19: The A-19 would do the following 3 things:

{1} Authorize HHS to obtain brand-specific information on ingredients in cigarette and smokeless
tobacco products, including the quantity of ingredients;

{2} Authorize HHS to report to the public any potential health risks associated with exposure to
these ingredients; and

{3) Amend current law to require manufacturers of tobacco products to disclose their products'
ingredients in descending order according to weight, measure or numerical count, as part of the
packaging.

Current Law requires the tobacco industry to annually provide to HHS a list of ingredients added to
tobacco in the manufacturing of tobacco products. However, the industry is neither required to
report the quantity and relative proportion of these ingredients nor provide this information by brand
or by company. CDC staff advises that the law firm of Covington and Burling provides this list of
ingredients to HHS on behalf of the industry. According to CDC staff, HHS is also required to treat
this information as confidential to assure that trade secret information is not released or be subject
to FOIA requests.

HHS Rationale for A-19: According to CDC staff, HHS is required to analyze and report to Congress
the possible adverse health effects of specific ingredients in tobacco products. In order to carry out
this authority, HHS believes they must have information on the guantify and brand-specific use of
ingredients in these products. They would also like to provide this information to consumers so
that they can make fully informed choices regarding the products they choose to purchase.

The AG Seattlement includes similar, but not exactly the sarme, provisions as those included in the
HHS A-19. The AG settlement would give FDA the authority to evaluate all additives in tobacco
products. (See pages 19-20 of the Settlement.} Under the settlement, no non-tobacco ingredient
could be used in manufacturing tobacco products unless the manufacturer couid demonstrate
within b years after the enactment of tobacco legislation that such ingredient is not harmful under
the intended conditions of use. It would also require the manufacturers to disclose to FDA the
ingredients and the amounts in each brand. Finally, it would require manufacturers to disclose



ingredient information to the public under regutations comparable to what current federal law
requires for food products. The HHS A-19 would have the industry report this information to
CDC, as opposed to the FDA,

If you concur, we will advise HHS staff that we have no objection to the concept, but that it
doesn't make sense to transmit a small piece of tobacco legislation, while not submitting

comprehensive language in support of the Budget. Please let us know how you would like to
proceed.

Message Copied To:

Barry T. Clendenin/OMB/EOP@EQP
Richard J. Turman/OMB/EOP@EQOP
Anne E. Tumlinson/OMB/EOP@EQOP
Jim R. Esquea/OMB/EQP@EOP
Marc Garufi/fOMB/EOP@EOQP

Mark E. Miller/OMB/EOP@EQP

Message Copied To:

jill m. pizzuto/omb/eop@eop
barry t. clendenin/omb/eop@eop
richard j. turman/omb/eop@eop
anne e. tumlinson/omb/eop@eop
jim r. esqueafomb/eop@eop
marc garufi/fomb/eop@eop

mark e. miller/omb/eop@eop

Message Copied To:

Joshua Gotbaum/OMB/EOP
Jill M. Pizzuto/OMB/EQP
Barry T. Clendenin/OMB/EQOP
Richard J. Turman/OMB/EOP
Mark E. Miller/OMB/EOP

Jim R. Esquea/OMB/EOP
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“RULE OF CONSTRUCTION.--Nothing in this Act or the amendments made to the Federal
Food, Drug, and Cosmetic Act by this Act shall be construed to affect the regulation of drugs and
devices that are not tobacco products by the Secretary of Health and Human Services under the

Federal, Food, Drug, and Cosmetic Act.”
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INTRODUCTION

Mr. Chairman and Members of the Committee, I am pleased to testify today on
behalf of the Food and Drug Administration (FDA) about proposals for
comprehensive tobacco legislation. We at FDA and fhe Department of Health |
and Human Services (DHHS) appreciate the leadership thét:you aﬁdASenatt-)r .
Hollings have shown on this issue, Mr. Chairman, and we look forward to
working closely with you to achieve our mutual commitment to enact
compréhensive legislation to reduce teen tobacco use_and the tremendous death
and disease caused by tobacco products. |

Everyone here is familiar with the statistics. Each year 400,000 persons in this -
country die from use of tobacco products,' and most of these men and women
started using lobacco during childhood or adolescence.? Every day 3,000
children and adolescents begin smoking regularly,’ 1,000 of whom will die
prematurely from tobacco-related diseases.! In summary, the case for taking
action to reduce youth tobacco use could not be stronger.

I would like to discuss three issues in my remarks today: (1) the Agency’s
tobacco program; (2) the Administration’s position on tobacco legislation; and

'61 FR 44396 at 44398
%61 FR 44396 at 44398
*61 FR 44396 at 44422

‘41 FR 44396 at 44199
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(3) some of the issues relevant to FDA’s authority raised by the bills that have -

been introduced.

1. FDA’S TOBACCO PROGRAM

FDA's tobacco regulation was announced in August 1996.° The Agency’s
decision to assert jurisdiction over tobacco products and to issue its rule is
grounded in two important facts. First, most tobacco users begin during -
childhood and adolescence.® More than 80 percent of the people who smoke
have their first cigarette before they are 18 years old, and by that age, half have
become regular smokers. And of the infants, childmn, and adblescents alive
today, 5 million will become regular smokers and die because of their
smoking.” Unfortunately, the problem is getting worse. Smoking rates among
eighth and tenth graders have risen by one-third since 1991.

Second, most tobacco users are addicted. In fact, studies demonstrate that
between 77 and 92 percent’ of the 50 million Americans who smoke and a large -

percentage of smokeless tobacco users are addicted.

60 FR 41314

°61 FR 44396 at 44393

N *Projected Smoking - Related Deaths Among Youth--U.S., § million,” MMWR, November 8, 1996, Vol.
45, No. d4. ) .

"Resalts from the 1995 Monitoring the Puture Survey,” Nationa! Institute on Drog Abuse Briefing for
Donna E. Shalala, Ph.D., Secretary of Health and Human Services, December 13, 1995,

%61 FR 44396 at 44398
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In response to these facts, FDA, with the support of the President and -
Secretary Shalala, established the Nation’s first ever comprehensive program to
protect children from the dangers of tobacco and a lifetime of nicotine

addiction. The aim of the program is to reduce tobacco use by children and
adolescents by 50 percent in seven years, and it follows many of the o |
recommendations made by the American Medical Association and the National
Academy of Sciences’ Institute of Medicine. Our prbgam will limit the
availability of tobacco products to young people, as well as the appeal that these.
products have to young people, an appeal that is bolstered in large measure by
the billions of dollars in advertising and marketing spent by the tobacco
industry.

Each year, young people spend an estimated $1.26 billion'® on tobacco products
despite laws in all 50 states that prohibit sales to minors. Numerous studies
have confirmed what we all have seen for ourselves, that adolescents have little

difficulty in purchasing tobacco products.!! In fact, studies of over-the-counter

sales have determined that nearly 70 percent of the time children or adolescents
attempt to buy cigarettes from retailers, they succeed.'? And if these youngsters
have any problem at the counter, they simply go to a vending machine where ’

"“Difranza JR, Tye, “Who profits from tobacco sales to children?,” JAMA, 1990, Vol. 263, pp. 2784-7.

Department of Heslth and Human Services; “Preventing Tobacco Use Among Young People: A Report
of the Surgeon General,” Washington, DC: Government Printing Office, 1994, p. 249 (S/N-0017-001-00491-0),

“id
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studics show that they can successfully purchase cigarettes almost 90 percent of -

the time.??

The FDA rule is intended to change all that. The rule sets a Federal minimum
age of 18 to purchase tobacco products and requires age verification. It
eliminates free samples, sale of single cigarettes and packages with fewer than
20 cigarettes. It bans vending machines and self-service displays except in

those places where only adults are permitted, such as certain nightclubs that are

inaccessible to people under 18.

The second part of the rule is designed to reduce the appeal of tobacco to
children. Tobacco is amoang the most heavily advertised and promoted products
in the United States, with the industry spending $5 billion annually.* And this
advertising is very effective with kids. The three most beavily advertised

brands are smoked by nearly 90 percent of all kids who smoke.'?

‘Lhe rule bans outdoor advertising within 1,000 feet of schools and publicly;
owned playgrounds. Qutdoor advertising beyond these areas is festricted to
black-and-white text only. Advertising in publications with a significant
readership of people under 18 is also limited to black-and-white text. The rule .
prohibits the sale or free distribution of products, such as caps or gym bags, that

I!Ld_
“FTC Report to Congress, 1994

1561 FR 44396 ar 44482
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cxhibit cigarette or smokeless tobacco products’ brand names or logos. Studies

show that nearly half of all young people who smoke own at Ieast one of these

items.'®
Finally, the rule prohibits branc\ nate sponsorship of sporting or entertainment
events, such as the use of the Virginia Slims tournaments to attract healthy

young women to a product thatlis deadly and addictive. The rule, however,

permits sponsorship in the corpiqrate name, as distinguished from brand name.

The first phase of the rule wentlinto effect on February 28, 1997. Since that

date, retailers have not been allqlawed to sell cigarettes or smokeless tobacco to
anyone under the age of 18. Axd since that same date, retailers have been
required to check photo ID for anyone under the age of 27.

The remainder of the regulatiors were scheduled to go into effect on August 23,
1997, except the sponsorship ptovision, which was scheduled to go into effect
August 28, 1998. '

In April 1997, the Umted States District Court for the Middle Dlstnct of
North Carolina ruled that FDA Las jurisdiction to regulate mcotme-conta.tmng
cigarettes and smokeless tobac(lo and upheld all of the rule’s access-and
labeling provisions. The Courtlalso delayed implementation of the August 28,
1997 access provisions, pendinL further court action. Finally, the Court

|

|
1561 FR 44396 at 44525 ‘ -

|
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invalidated, on statutory grounds, FDA’s advertising restrictions. The

- government is appealing the advertising portion of the ruling at the same time
that it is moving forward to enforce the age and ID provisions. The case
currently is before the U.S. Court of Appeals for the Fourth Circuit.

FDA currently is enforcing the access provisions of the rule cooperatively with
State and local officials. Half a million retailers sell tobacco, and FDA cannot
possibly be in every store. Traditionally, when our regulations needtobe
enforced at the community level, we have adopted a cooperative model. This is
how FDA regulations are enforced for dairy farm and retail food inspections in
communities across the country -- by commissioning for the services of State
and local officials. We think this is a particularly appropriate way to enforce

our tobacco regulations.

Under our plan, a commissioned State or local official will accompany an
adolescent under the age of 18 into a retail establishmgnt on an unannounced |
visit. The adolescent will attempt to purchase cigarettes or smokeless tobacco. |
Records will be kept documenting each visit. Retailers who refuse to sell to the
minor will get a letter from FDA telling them that they are in compliance.
Retailers who do sell to the minor will receive a warning letter from FDA
informing them that they have violdted the rule, and that another mannouncéd' :
visit will be scheduled. If they sell to the minor during the second unannounced

visit, they will receive a letter stating that FDA will seek a penalty of $250. The

fines escalate for subsequent violations.
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Last year, we signed contracts with 10 states for enforcement of the age and. - .
photo ID requirements. The unannounced visits 'began last August. This year-

we expect to sign contracts with every single State and territory that is willing '
Lo join us in enforcing the rule. Under this program, we eventually will-be _
conducting tens of thousands of unannounced visits across the country each
month. In addition, we plan to educate retailers and others about the FDA rule .
through a multi-media advertising campaign.

2. THE ADMINISTRATION’S POSITION ON TOBACCO LEGISLATION

As you know, on June 20, 1997, 40 State Attorneys General and tﬁe major
tobacco companies reached a tentative settlement, contingent on enactment of
Federal legislation. The Administration spent the summer reviewing and | ‘
analyzing the proposed settlement. On September 19, 1997, the President
called for comprehensive tobacco legislation with a goal of reducing the
smokipg rate among young people by 50 percent within seven years.

The President stressed that the following five key elements must be at'the: heart

of any national tobacco legislation:

1. A comprehensive plan to reduce teen smoking, including a combination
of penalties and price increases that raise cigarette prices upto $1.50 per
pack over the next 10 ycars as necessary to meet youth smoking targets;
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2.  Exprcss rcaffirmation that FDA has full authority to regulate tobacco
products;

3.  Changes in the way the tobacco industry does business;

4.  Progress toward other critical public health goals, such as the expansion o
of smoking cessation and prevention programs and the reduction of

secondhand smoke; and,
5.  Protection for tobacco farmers and their communities.

During his State of the Union address and in his recent budget for fiscal yeaf o
1999, the President again forcefully emphasized that his top priority is the
reduction of underage tobacco use. Reducing teen (obacco use is the most
important step that Congress and the Administration can take now to protect the .
Nation’s health in the next century and to minimize future health care costs. |

3. ISSUES RAISED BY THE LEGISLATIVE PROPOSALS

As the Committee is well aware, FDA’s authority to adopt the provisions of the
regulation that I described earlier is grounded in the agency’s conclusion that
tobacco products are combination drug/de.vice products under the Federal Food,
Drug, and Cosmetic Act. That Act provides a comprehensive set of tools
which allows the agency to craft appropriate restrictions on access to and the
advertising of tobacco products.
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Mr. Chairman, in cvaluating any legislative proposals, and in deéiding onwhat:
regulatory authority is appropriate for tobacco products, it is useful to consider
what authorities the agency currently exercises for device products. Itis our
view that the authorities provided in the provisions of the Food, Drug and
Cosmetic Act applicable to medical devices are a good fit for regulating .
tobacco. In fact, we believe they are necessary in order to achieve the
President’s goal of reducing youth smoking by SO percent over the next seven
years. They provide the foundation for the regulation that the agency issued in
August 1996, and they assure the agency that it has the flexibility to adopt”
additional or different requirements in the future if adjustments in its regulatory
approach are appropriate. I will now describe those authorities and how they

relate to tobacco products.

First, current law enables the agency (o regulate any device, including a
combination drug/device, as a restricted device when it finds there is a
potentially harmful effect. This means that it may impose, by regulation,
restrictions on the access to the product. In the case of devices that the agency
has historically regulated, it has restricted the use of the device to certain
medical specialities or certain hospitals. In the case of toﬁacco; FDA has used
this authority to restrict the sale of the product to adults, and to ban vending
machines and self-service displays in places that are accessible to children. .

Second, using this same restricted device authority, the agency may impose
“certain requirements on marketihg and advertising. In the case of hearing aids, -

for example, the agency has required that consumers be given certain

9
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information prior to purchasing the product. In the case of tobacco, FDA has |
used this authority to restrict tobacco advertising so that it is not appealing to
children. The tobacco industry has challenged the agency’s authority to restrict
advertising of its products, and that authority should be expressly affirmedin”
any legislation. |

Third, the Act gives FDA broad authority over the préduct. It may classify a
device in Class 1, providing for minimal regulation through general controls;
Class II, providing for regulation over the product through special controls,
which can include performance standards; or Class IIl, providing for premarket |
review. While the agency has made no final decisions on how to classify |
existing tobacco products it coul;i use Class II to prohibit the use of any

additives found to be harmful. On the other hand, under the existing law, it
could use Class III to require that new and novel products be tested and -
evaluated prior to marketing. Under the Act, the agency is required to provide a
public process before taking any of these actions, and every final agency

decision is subject to judicial review.

-Fourth, current law provides the agency with an array of enforcement tools for
regulating device products, all of which would be available for tobacco
products. These authorities include: criminal and civil rﬁoney penaltiés; recall
authority; authority to detain products without a court order; authority to seize |
products with a court order; authority to inspect records and facilities; and
misbranding and adultcration authority.

10
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Finally, I would like to mention one additional gdvaﬁtage of ﬁsing_ the Act’s
existing device authority to regulate tobacco products. The device law dates
back to 1976, and during the past 20 years it has been interpreted in case law,
regulation and agency practice. Over that time, the agency has established a
complete regulatory scheme for device products, and the 1996 regulation
imposing access and advertising restrictions on tobacco products builds on that
scheme. On the other hand, legislation establishing an entire new law for
regulating tobacco would be implemented through new regulations, new case Ny |
law and new agency practice. This could make it more difficult for the agency
to implement its tobacco program and could result in significant délay in
reaching the goals that we all share — dramatically reducing youth tobacco use.

With regard to legislation, there is another critical point which is sometimes
overlooked. The President’s second principle of reaffinming FDA"s full |
authority to regulate tobacco products cannot be satisfied simply by codifying
the agency’s current regulations, without also affirming the agency’s general
authority over tobacco products. While the agency believes that these -
regulations are the most effective regulatory approach at this time, no one can
predict whether additional restrictions will be appropriate in the fisture, and if so
what they will be. Any legislation should anticipate that the tobacco companies
will adjust their marketing practices to the new requirements and therefore
legislation must retain FDA'’s current authority to make necessary adjustments
in its regulatory approach in order to maintain an effective program for reducing
youth usc of tobacco products. |

11
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Equally important, legislation should not impose novel procedural requirements
on the regulation of tobacco products as medical devices, such as those
contained in the proposed seftlement. These new requirements are unnecessary

" because normal FDA procedures already provide significant opportunities for -
input from the public, the scientific community, and the industry. ‘At the same -
time, these new procedures would significantly hinder the agency’s ability to
regulate in a manner that best serves the public health. '

For example, in issuing performance standards, FDA must currently issue a
notice of proposed rulemaking. This notice must include a series of findings
about the public health benefits of the standard, and an invitation to interested
persons to propose alternative standards. Also, upon request of an interested
party and good cause shown, FDA is required to refer a proposed regulation for
a performance standard to an advisory committce. After all relevaﬁt processes
are complete, FDA then issues a final performance standard regulation, which is
subject to judicial review pufsuant to the arbitrary and capricious standard. If
new concerns with the standard later arise, FDA regulations explicitly provide
for citizen’s petitions that would allow interested parties to seek redress from
the agency. Clearly, current law provides considerable opportunity for public
participation in the development and revision of performance standards.

The proposed settlement would impose additional procedural requirements --
such as formal rule-making procedures -- that are unnecessary and would
severely impede the agency’s administrative process. Formal rulemaking is

enormously resource-intensive and lengthy because it requires an ALJ hearing

12
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at which witnesses are presented, factual determinations by the ALJ, and review
of the ALJ decision by the Commissioner. The final decision and standard is
reviewable based on a susbtantial evidence standard in which FDA would have
the burden of prool. In addition, if a standard is ever issued, parties may
immediately petition FDA to seek judicial review of whether a particular
modification has resulted in the creation of significant demand for contraband
‘and seek judicial review. These provisions would have the effect of consuming
the agency in endless administrative and judicial processes and would thereby o
interfere with its ability to protect the public health. |

New legislation can and should be quite simple. As everyone in this room is
well aware, the tobacco industry has challenged FDA'’s regulation, and the case
is pending in the Fourth Circuit for the United States Court of Appeals. While
we are convinced that the courts will ultimately sustain FDA’s (ull regulatory |
authority over tobacco products, any legislation should eliminate the questions
about that authority. This can be done by adding the words “nicotine” and
“tobacco products” to the definitions of drug and device, respectively:
Le_g;;islation should also add the words “tobacco advertising” to the restricted
device authority to eliminate any argument about whether the agency has

authority under that provision over tobacco advertising.

Lastly, it has also been argued that the requirement that FDA find devices to
have a “reasonable assurance of safety and efficacy” could leadto abanof
tobacco products. DA found in its tobacco rule that such an action would not . .

be appropriate. Instead, the agency found that because more than 40 million

13
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Americans are addicted to tobacco products the best public health result is to

* leave tobacco products on the market. Nevertheless, for tobacco products, the
safety and efficacy standard could be changed to one that more geﬁerally
cmphasizcs the public health, perhaps with criteria spelled out for the agency to

consider.

Mr. Chairman, I want to emphasize that these changes wotlld do no more than
ratify and clarify FDA’s existing authority over tobacco products. They would
have no impact on the agency’s authority over other device and drug products.
Instead they would eliminate the current litigation over the agency’s regulation, |
and would allow the agency to implement its program to reduce youth smoking

using authorities com parable to those that it has for other products. |
CONCLUSION

In closing, FDA and the Administration strongly support comprehensive

tobacco legislation to significantly reduce young people’s tobacco use and meet
the other goals announced by the President. We look forward to working

closely with you, Mr. Chairman, and other members of the Committee to meet
the challenge of enacting the kind of comprehensive legislation that enables us-
to meet our public health objectives. We stand ready to work with you to

address the concerns we have raised today.

14
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Thank you for giving me this opportunity to share the view of the Food and
Drug Administration on this important legislative initiative. I would be pleased

to answer any questions you may have.

15
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I am Richard Cooper. 1am with the law firm of Williams & Connolly, and |
represent R.J. Reynolds Tobacco Company. I am here on behalf of Reynolds to discuss the food
and drug law aspects of the Proposed Resolution entered into last June and S. 1648, récently
introduced by the Chairman.

MOST OF FDA’S CURRENT TOBACCO REGULATIONS
ARE NOT IN EFFECT.

In 1996, FDA asserted that it has the authority to regulate cigarettes and
smokeless tobacco products as “drugs” and medical “devices” under the Federal Food, Drug, and
Cosmetic Act (“FDCA™).! FDA'’s assertion of jurisdiction over cigarettes and smokeless tobacco
products and its tobacco regulations, based on current law, are under challenge in the courts. |
will not comment on the pending litigation, but I think it fair to say that there 1s at least a senous
question about the validity of the agency’s overall position; and the district court has held invalid
FDA’s regulations on ‘tobacco advertising and promoticm.2

As of today, the only FDA tobacco regulations that are in effect are the
prohibition on sales to persons under age 18 and the requirement of photographic identification.

All of FDA’s other tobacco regulations have been stayed by the district court.® So, as of today,

there are no operative FDA restrictions on tobacco product labeling, advertising or promotion.

: 61 Fed. Reg. 44,396 (Aug. 28, 1996).

2 Coyne Beahm, Inc. v. FDA, 958 F. Supp. 1060, 1083-86 (M.D.N.C. 1997).

Id. at 1086-87. The court allowed the regulations FDA had previously implemented to
remain in effect, and stayed the effectiveness of the other regulations. The regulations
previously implemented were 21 C.F.R. §897.14(a) and (b), relating to minimum age for
purchase and photographic identification. See 61 Fed. Reg. at 44,396.



CURRENT FOOD AND DRUG LAW IS NOT SUITED TO
THE REGULATION OF TOBACCO PRODUCTS.

In 1980, FDA pointed out that the FDCA does not “provide authority suitable to
the regulation of cigarettes.” In 1994, FDA Commissioner Kessler essentially agreed with that .
assessment.” The reason for these statements is easily ex}ilainéd. As FDA Deputy
Commissioner William Schultz told this Committee in 1996, “A fundamental precept of drug |
and device reéulation in this country is that these products must be proven safe and effective
before they can be sold.”® FDA, in adopting its tobacco regulations, has declared that cigarettes
are “unsafe,” “dangerous,” and a “cause [of] great pain and suffering.”” FDA has also
determined that, for now, a ban on cigarettes would not be in the public interest.® Yet, given its

findings and given the law as Deputy Commissioner Schultz accurately described it, how can

4 Letter from Mark Novitch for FDA Commissioner Jere E. Goyan to John F. Banzhaf, III
and Peter N. Georgiades 3 (Nov. 25, 1980)(FDA Dkt. Nos. 77P-0185, 78P-0338/CP).

3 The following exchange occurred between Rep. Synar and Commissioner.Kessler:

Rep. Synar: ... You really have two options if you determine nicotine is a drug.
You will have to ban the product unless it can be shown that it can be applied
safely and effectively in curing some type of disease, or you will be able to
regulate it; is that correct?

Dr. Kessier. The tools are limited. Yes. N

Regulation of Tobacco Products (Part 1): Hearings Before the Subcomm. on Health and

the Environment of the House Comm. on Energy and Commerce, 103d Cong. 68 (1994)
(“1994 House Hearmgs”) . ,

Statement by FDA Deputy Commissioner William B. Schultz Before the Senate Comm.
on Labor and Human Resources, 104™ Cong. 8 (1996).

7 61 Fed. Reg. at 44,412, 44,420 (1996); see also id. at 44,405; 60 Fed. Reg. 41,314,
41,349 (Aug. 11, 1995).

8 60 Fed. Reg. at 41,349.



FDA allow the continued marketing of cigarettes as “drugs” and “devices”? Under current law,
the agency has no good answer to that question:

Many anomalies are created by FDA’s attempt to regulate the continued
marketing of cigarettes under the current FDCA. [ will brieﬂy note just three.

o Section 502(j) of the statute prohibits the marketing of any drug or device that
s “dangerous to health when used in the . . . manner . . . suggested in the labeling thereof.”
FDA has expressly found that “cigarettes and smokeless tobacco are dangerous . . . ”!° Indeed,
Congress, in the Public Health Cigarette Smoking Act of 1969, while determining that the sale of
cigarettes should remain lawful, directed that cigarettes be labeled as “dangerous to your
health.”!" There is no explanation as to how it is consistent with § 502(j) for FDA to permit the
continued sale of a product it has expressly found to be “dangerous”.

0 Section_ 505 of the FDCA provides that, before any “new drug” is marketed, it
must have been approved by FDA as safe and effective.'> Under FDA’s current theory that a
cigarette combines a drug (nicotine) with a device (the rest of the cigarette), the nicotine is an
unapproved new drug. This conclusion is obvious to anyone familiar with food and drug law,
even though FDA has not squarely addressed the point. The agency has never explained how it
is consistent with § 505 to permit the continued sale of a product that th; agency has analyzed as

containing an unapproved new drug.

® 21 US.C. § 352()).

10 61 Fed. Reg. at 44,420; see also id. at 44,412.

' Pub. L. No. 91-222, § 4, 84 Stat. 88 (1970)(amending 15 U.S.C. § 3333).

12 21US.C.§355..



o Section 502(f)(2) of the FDCA provides that a drug or device is misbranded if
it fails to bear “adequate warnings against use .- . by children.””’> The statute permits no
exceptions to this requirement. A warning is adequate, presumably,_ if it -largely prevents the
occurrence of the harm against which the warning is needed. FDA asserts that its tobacco
regulations are needed to prevent underage smoking, which it calls a “pediatric disease.”"*
Nevertheless, it may surprise you to learn that Commissioner Kessler, on behalf of FDA, found
that the current congressionally mandated tobacco product labels contain adequate warnings
against use by children.'* Had Commissioner Kessler not made that finding, he would have had
to conclude that, if tobacco products are subject to the FDCA, they are misbranded and thus
illegal.m FDA cannot require additional wamings on cigarette labels because the Federal
Cigarette Labeling and Advertising Act precludes it from doing so.”

These and other anomalies that arise from the effort to regulate tobacco products
under the current food and drug law demonstrate that that law simply is not suited to the
regulation of this class of products.

THE PROPOSED RESOLUTION PROVIDES A BETTER APPROACH.

The regulatory provisions of the Proposed Resolution, if enacted into law and
cmﬁodied in other legally binding documents, are superior to FDA’s ci_lrrent tobacco regulatory

program in three major respects.

13 21 U.S.C. § 352())(2).

14 61 Fed. Reg. at 45,238.

'S 61 Fed. Reg. at 44,465.

16 FDCA § 301(a), 21 U.S.C. § 331(a).
1 15 U.S.C. § 1334(a).



First, .there would be a new congressional enactment, and the current challenge to
FDA's basic assertion of jurisdiction and its specific regulations would end.

Second, the anomalies I have just referred to would be avoided.

Third, in many respects already described to this Cornmittée by previous
witnesses, the Proposed Resolution would preserve and go beyond FDA’s program. Many of the
regulatory provisions in the Proposed Resolution that duplicate or go beyond FDA’s program
could not be imposed by FDA because they are not authorized by current law, and some could
not be enacted even by the Congress because, as governmental impositions, they would violate
the Constitution.

THE PROPOSED RESOLUTION’S REQUIREMENTS FOR FINDINGS

AND PROCEDURAL SAFEGUARDS ARE REASONABLE AND

APPROPRIATE.

[ want to address what I understand to be the two most controversial points in the
regulatory provisions of the Proposed Resolution: (1) the findings required for FDA to mandate
. modifications of tobacco products or to ban nicotine, and (2) the procedural .safeguards )
applicable to such administrative actions.

The Required Findings.

Under the Proposed Resclution, FDA would have plenz;ry authority to require the
modification of tobacco products, including the gradual reduction (but not elimination) of
nicotine yields, if it found, with respect to any particular modification, that it

(a) will result in a significant reduction of the health risks associated with
such products to consumers thereof;

(b) is technologically feasible; and
(c) will not result in the creation of a significant demand for contraband or

other tobacco products that do not meet the product safety standard. In
determining the risk of the demand for a market in contraband products,



the FDA shall take into account the number of dependent tobacco product

users and the availability, or lack thereof, of alternative products then on

the market and such othe.r factors as.the Agency may deem relevant.'®
Similar types of findings are required with respect to a ban on nicotine.'® I assume that the first
finding is not controversial: plainly, if a proposed product modification does not provide a
significant reduction in risk, it is not worth mandating.

The second finding is also self-evidently reasonable and appropriate. If:a product -
modification is not technologically feasible, it cannot be accomplished, however desirable in
theory; and, therefore, it should not be required. The purpose of a mandated product
modification is not to punish the industry, but to provide a beneﬁt to consumers. For
government to mandate the impossible makes no sense as a matter of policy, and probably would
violate the Due Process Clause. Moreover, it is entirely reasonable and appropriate to provide
that, before requiring a product modification, FDA ﬁgg that the modification is technologically
feasible. An industry providing products for tens of millions of consumers should not be put
through a mandatory product modification program unless there is, in fact, good reason to
believe that the modification is technologically feasible in commercial manufacturing..

I understand that the third finding is the really controversial one; yet, it, t0o, is
entirely reasonable and appropriate. The required finding reflects gocid public policy and is
within the scope of administrative capability.

We have had unhappy experience in this country with alcohol prohibition. FDA

has acknowledged that a black market should be avoided,' and that there is 'a risk that a ban on

'*  Proposed Resolution 15-16 (June 20, 1997) (“PR”).

19 PR 15-17.



tobacco products would lead to a black market.’’ The same risk could be presented by
mandated product modifications that would render the products unacceptable to all or many
current users. Therefore, as a matter of sensible public policy, whatever unit of government has
the authority to ban nicotine or to l;equirc that tobacco products be modified must take into
account, in exercising that authority, the risk that its action may lead to a black market.

If Congress were to reserve the authority to ban nicotine or to require tobacco
product modifications, Congress surely would take that risk into account before acting. If, as the
Proposed Resolution provides, that ultimate authority is to be delegated to FDA (subject to an
opportunity for Congressional review), then FDA surely should ensure that a black market would
not occur. Under our system of administrative law, the way for FDA to demonstrate that it has

adequately taken that issue into account is to make a finding with respect to it. Surely it would

20 The agency has stated:

There are approximately 50 million Americans who currently smoke and another
6 million who use smokeless tobacco. It is particularly relevant that that 77 to 92
percent of all smokers are addicted and that a substantial number of all users of
smokeless tobacco are addicted.

The agency believes that these factors must be considered when
developing a regulatory scheme that achieves the best public health result for
these products. The sudden withdrawal from the market of products to which so
many millions of people are addicted would be dangerous. First, there could be
significant health risks to many of these individuals. Second, it is possible that
our health care system would be overwhelmed by the treatment demands that
these people would create, and it is unlikely that the pharmaceuticals available
could successfully treat the withdrawal symptoms of many tobacco users. Third,
the agency also believes that, given the strength of the addiction and the resulting
difficulty of quitting tobacco use, a black market and smuggling would develop to
supply smokers with these products. It also seems likely that any black market
products would be even more dangerous than those currently marketed, in that
they could contain even higher levels of tar, nicotine, and toxic additives.

61 Fed. Reg. at 44,413 (footnotes omitted).



be folly to authorize an administrative agency to create a new Prohibition by banning nicotine or
requiring modifications of tobacco products. If an agency is to have the power to ban or require
modifications, it should also have the responsibility to determine, on the basis of the available
‘cvidence, that a new Prohibitton, with all its adverse social consequences, would not occur.

~Commussioner Kessler stated in 1994 that “the regulation of cigarettes raises
societal issues of great complexity and magnitude”?'; and, with the risk of a ban and resultant
black market plainly in mind, he referred to “the enormous social consequences that could attach
to a decision to assert jurisdiction.”” Sound public policy requires that, before a ban or product
rﬁodiﬁcation is imposed, it be determined that those potentially “enormous social consequences”
will not occur.

It is within tl;c capability of FDA to make the required finding. Some product
modifications may not adversely affect consumer acceptability, and so would not even raise the
possibility of a black market; in such a case, the required finding could be made easily. In other
cases, relevant evidence could be derived from, inter alia, (1) the medical, scientific, and social
scientific literature; (i1) experience in this and other countries; (iii) the opinions of social
scientists, experts in law enforcement, and other relevant experts — set forth in consensus
statements and in individual assessments of specific regulatory propos-als; (iv) records made in
legislative and administrative hearings; and (v) studies of public opinioﬁ (e.g., of likely public
reactions to particular types of product modiﬁcéiion). FDA has stated:

That a black market and smuggling will occur can be predicted by

examining the current situation with illegal drugs in the United States and past
experience with prohibition of [sic] respect to alcoholic beverages. In both

2 Letter from David A. Kessler, M.D. to Scott D. Ballin, Esq. 3 (Feb. 25, 1994),
reproduced in 1994 House Hearings at 25-27.

2 1994 House Hearings at 69.



situations, individuals continued using the products. Moreover, in the case of
cigarettes, even increased cost due to tax disparities can lead to smuggling and
black markets. S.Rept. 95-962, 95% Cong., 2d Sess., (June 28, 1978); Joosens, L.
and M. Raw, “Smuggling and Cross Border Shopying of Tobacco in Europe,”
British Medical Journal, vol. 310, May 27, 1995.”

Thus, FDA has concluded that this kind of finding can, indeéd, be made.

In view of the “enormous social consequences™ of creating a new Prohibition,
~ surely no unit of government would want to impose a ban or product modification without
having concluded that such action would not lead to a black market. It is thus reasonable and
appropriate to require FDA, before imposing a ban or product modification, to make a ﬁnding
with respect to it.

The Procedural Safeguards.

The Proposed Resolution specifies the following procedural safeguards with
respect to a mandated product modification other than a ban on nicotine or other modification
that has an effect comparable to a ban on nicotine:

The authority to require such a product modification can be exercised
upon a showing of “substantial evidence,” based upon an administrative record
developed through a formal rule making subject to the Administrative Procedures
[sic] Act, with the right of judicial review, and any such modification shall be
subject to the current procedures of the Regulatory Reform Act of 1996 to provide
time and a process for Congress to intervene should it so choose. In the event that
a party subsequently files a petition seeking an administrative review of whether a
modification has, in fact, resulted in the creation of a significant demand for
contraband or other tobacco products that do not meet the safety standard and
FDA denies the petition, the ‘Fetitioner shall have the right to seek judicial review
of the denial of the petition.?* - -

These provisions specify the following procedural safegﬁards: (1) formal rulemaking, (ii) the

“substantial-evidence” standard, (iii) judicial review, (iv) application of the “Regulatory Reform

z 61 Fed. reg. at 44,413, n.27.

24 PR 16,



Act of 1996%; and (v) judicial review of denial of a petition. There is nothing unreasonable or
inappropriate in any of these safeguards; indeed, safeguards (ii), (iii), and (v) mérely restate
current law with respect to performance standards for devices. In general, increased procedural
safeguards are appropriate in proportion to the importance of the matter being decided. Precisely
because a ban or required modification of tobacco products could have “enormous social
‘consequences,” these procedural safeguards are fully warranted.

Formal rulemaking involves both an opportunity for written comment and an
evidentiary (trial-type) administrative hearing. This combination of procedures is appropriate for
rulemakings in which it is desirable to have both (i) widespread public participation (through
notice-and-comment) and (ii) close attention to facts (through a trial-type administrative
hearing). Formal rulemaking for tobacco product modifications or a ban would not be unique
under the FDCA. The statute already provides in § 701(e)*® for formal rulemaking with respect
to the issuance, amendment, or repeal of any regulation relating to a host of FDA
responsibilities:

o labeling of foods for special dietary use, under FDCA § 403(j)?’;

0 emergency permit controls for foods, under FDCA §404(a)*3;
o tolera;xgces for poisonous or deleterious substances in foods, under FDCA
§ 40677,

» This is a reference to the Small Business.Regulatory Enforcement Fairness Act of 1996,

which is title II of the Contract with America Advancement Act of 1996, Pub. L. No.
104-121, 110 Stat. 847 (1996), and in particular to subtitle E of title II, entitled
“Congressional Review,” which added a new chapter 8 to title 5, United States Code.
See 110 Stat. at 868-74.

26 21US.C.§371(e).
277 21 U.S.C. § 343()).

28 21 U.S.C. § 344(a).
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0 | deficiencies in compendial standards for drugs, under FDCA § 501 (b)3 0.
0 designation of habit-forming drugs, under FDCA § 502(d)*";

0 packaging and labeling of drugs liable to deterioration, under FDCA
502(h)*%; and

) food standards for dairy products under FDCA § 401.%
Formal rulemaking also applies to regulations relating to

0 advertising of prescription drugs, under FDCA § 502(n)34;

o color additives, under FDCA § 721(d)**; and

0 food additives, under FDCA § 409%.
In light of this long list of formal rulemaking requirements under the FDCA, it is entirely
reasonable and appropriate to provide for formal rulemaking for a ban on nicotine or mandated
modification of tobacco products. Such rulemakings warrant both opportunity for widespread
public participation through written comments and close attention to facts through a trial-type
hearing.

The substantial-evidence standard already applies, under current law, to “the

promulgation of a regulation under section 514>’ establishing, amending, or revoking a

* 21 US.C. § 346. -
30 21 U.S.C. § 351(b).

3 21 U.S.C. § 352(d).

2 21US.C. §352¢h).

5 21 US.C. § 341.

34 21 U.S.C. § 352(n).

¥ 21 US.C. § 379e(d).
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performance standard for a device” and to a decision under FDCA § 516°® to ban a device™

Thus, under current law if a fobacco products were a device and FDA sought to impose on ita
performance standard under current FDCA § 514 or to ban it under § 516, the substantial-
evidence standard would apply in judicial review of such a standard.

-More generally, the substantial-evidence standard is the one appropriate for
judicial review of agency actions based on a trial-type hearing. It already applies very
commonly under the FDCA: in the many types of proceedings involving formal rulemaking.*’ |
In addition, it applies to decisions on approval or withdrawal of approval of new drugs.*’

In light of the widespread use of the substantial-st.andard under the FDCA, and in
light of the importance of a decision to require a modification of tobacco products, it is
reasonable and appropriate to apply that standard here.

I assume that providing an opportunity for judicial review of FDA actions to ban
or modify tobacco products or to deny a petition with respect to a prior such action is not

controversial. All FDA rules are subject to judicial review, under either or both of the APA and

36 21 U.S.C. § 348.
37 21 U.S.C. § 360d.
38 21 U.S.C. § 360f. "._

3 “A regulation described in paragraph (2) or (5) of subsection (a) and an order issued after

the review provided by section 515(g) shall not be affirmed if it is found to be unsupported by
substantial evidence on the record taken as a whole.” FDCA § 517(c), 360g(c). Section
517(a)(2) refers to regulations under § 514 relating to performance standards; § 517(a)(5) refers -
1o regulations under § 516 relating to bans; and § 515(g), 21 U.S.C. § 360e(g) refers to orders
approving, denying approval, or revoking approval of a device.

40 See FDCA §§ 701(f)(3), 502(n), 721(d), 21 U.S.C. §§ 371(£)(3), 352(n), 379¢(d). The
standard for review of regulations relating to food additives is “fair evaluation of the
entire record at such hearing.” FDCA § 409(g)(2), 21 U.S.C. § 348(g)(2).

i FDCA § 505(h), 21 US.C. § 355(h)

-12-



special review provisions of the FDCA. FDA denials of citizen petitions filed under the
agency’s procedural regulations* are also judicially reviewable.

The application of the 1996 regulatory reform legislation simply provides an
opportunity for Congreés to review what FDA has done, and to decide whether it wants to act. In
general, that statute delays the effective date of a final agency rule for 60 days following its

submission to Congress or its publication in the Federal Register (whichever occurs later), and

provides expedited procedures for congressional review and consideration of a joint resolution of
disapproval. Current law provides for such review; and, indeed, FDA’s final tobacco rule was
subject to this very Congressional review process, without undue burden on FDA.* The
Proposed Resolution seeks merely to assure the continued applicability of this existing
Congressional review procedure. In view of the “enormous social consequences™ that could
result from FDA action in this context, an opportunity for the elected representatives of the
people to consider the matter is entirely reasonable and appropriate.

Finally, with res;ﬁect to a ban on nicotine, or other action that would have an
effect comparable to the elimination of nicotine, the Proposed Resolution calls for five additional
safeguards: (1) no such action may be taken for twelve years; (ii) any such action shall be phased
in; (iii) the phase-in shall not begin for two years, to permit time fdr Congressional review under

the 1996 regulatory reform legislation; (iv) the preponderance-of—the—e;/'idence standard shall

apply; and (v) “in any judicial review, the deference accorded to [FDA’s] findings shall depend

4 21 C.F.R. § 10.30.

43 See 61 Fed. Reg. at 44,615.
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upon the extent to which the matter at issue is then within the Agency’s field of expertise” * In
this unique context, these safeguards are all reasonable and appropriate.

The 12-year deferral of a ban on nicotine is reasonable and appropriate. FDA has
repeatedly said that a ban on tobacco products is pot in the public interest;*® and that it has no
plans for a ban. Twelve years is a reasonable time to see how provisions in whatever legislation
is enacted to reduce underage use of tobacco products actually work. Since virtually no one now
asserts that tobacco sales to adults should be banned, if new statutory programs do succeed in
reducing underage use satisfactorily, there will be no justification for a ban. _Those who object to
the 12-year deferral should state why a ban on nicotine within the 'next. twelve years is sound
public policy.

A phase-in of any ban is necessary in view of the potentially enormous
adjustment that millions of individuals and hundreds of thousancis of farmers and businesses
would have to make.

The two-year period for Congressional review is also appropriate. Given the
potential momentousness of a ban on nicotine, a time for Congressional review is plainly
warranted. A two-year period for such review is reasonable.

The preponderance-of-the-evidence standard is the opc used in ordinary civil
litigation. It merely.requires a finding from the evidence that it is more'iikely than not that a
particular factual proposition is correct. Again, in view of the societal importance of a decision
to ban nicotine, it is reasonable to require that thp factual 'premises for the decision be more

likely true than false.

4 PR 17-18.

45

See, e.g., n. 20, supra.
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Deference to administrative findings of fact is based principally on the presumed
expertise of an agency. Where an agency makes findings with respect to the potentially
“enormous social consequences”l that may result from its action, it is entirely appropriate to
make judicial deference to those findings depend on the extent to which the matter is within the
agency’s expertise. If the matters to which FDA’s findings relate are within its expertise, the
findings will be accorded deference; if the matters are not within the agency’s expertise, then
they will not — and should not — be accorded deference.

THE TOBACCO INDUSTRY IS WILLING TO WORK

WITH THIS COMMITTEE ON APPROPRIATE PROVISIONS

IN COMPREHENSIVE TOBACCO LEGISLATION.

On June 20, 1997, the tobacco industry committed to support the Proposed
Resolution. It continues to support the Proposed Resolution. The industry fﬁlly recognizes,
however, that only Congress legislates for the American people; and that Members of Congress
have a wide range of ideas about appropriate national policy toward tobacco.

The regulatory provisions of S. 1648 follow those of the Proposed Resolution in
many respects, and differ from them in some. Thus, the industry can support many aspects of the
bill. There are other aspects of the bill the industry cannot support.

For example, very serious constitutional as well as policy questions are raised by
the bill's nonconsensual provisions on advertising and promotion, the lookback provisi.on, and
the bill’s requirements for disclosure of information without assured prott;,ction of trade secrets.
The industry has serious concerns anut the bill"s provisi-c')ns on preemption and environmental
tobacco smoke. My testimony should make clear that the industry also has serious concerns

about the bill’s omission of procedural safeguards and requirements for findings. The industry

has other serious concerns as well; I am not being exhaustive.

-15-



Nevertheless, the industry very much appreciates that a lot of thought and effort
have gone into S. 1648, and that the bill moves the process forward. On _behalf of Reynolds and
the other companies that signed the Proposed Resolution, | am authorized to say that the industry
looks forward to working with the Chairman and the other Members of this Committee and the

staff on appropriate provisions in comprehensive tobacco legislation.

-16 -
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Provisions necessary to expressly acknowledge FDA's jurisdiction
A statement validating the regulations enacted by FDA--

The regulations promulgated by the Secretary in the rule
dated August 28, 1996 (Vol. 61, No. 168 F.R.), adding part
897 to title 21, Code of Federal Regulations, shall be
deemed to have been promulgated under the Food, Drug and
Cosmetic Act as amended by this title,

Amendments to the definitions of drug and device to specifically
include nicotine in tobacco as a drug and tobacco products as
devices--

Drug-Section 201{g) (1) is amended by striking"; and {D)" and
inserting "; {D}) nicotine in tobacco products; and (E}"

Devices- Section 201(h) is amended--in paragraph (2) by
striking "or"™ at the end; in paragraph (3), by striking
"and" at the end and inserting "or"; and by inserting after
paragraph (3), "{4) a delivery component of a tocbacco
product; and"

FDA's regqgulation of tebacco advertising pursuant to Section
520(e) of the Act was invalidated by the District Court. In
order to clarify the agency's authority amend section 520(e} as
fellows:

Section 520(e) (1) is amended by striking "or use-" and
inserting "or use, including restrictions on the access to
and the advertising and promotion of, tobacco products-"

The following clarification is not necessary, but would codify
the approach explained in the preamble to the FDA Tobacco Rule,
6l F.R. 44412-12,.

Section 513(a) is amended in paragraph (1) (B}, by inserting
after the first sentence "For a device which is a tobacco
product, the assurance in the previous sentence need not be
found if the Secretary finds that special controls achieve
the best public health result."; and in paragraph (2) by
redesignating subparagraphs (A}, (B) and [C] as clauses {i},
(ii), and (iii), respectively; by striking " (2) For" and
inserting " {2) (A)For"; and by adding at the end " (B) For
purposes of paragraph (1} (B), subsections (c) (2) (C),

{(d) (2) (B}, (e)({2)(A), (£f)(3)(B}{i}, and (£} (3}(C){i}, and
sections 514, 519(a), 520(e), and 520(f), the safety and
effectiveness of a device that is a tobacco product need not
be found if the Secretary finds that the action to be taken
under any such provision would achieve the best public
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health result. The finding as to whether the best public
health result has been achieved shall be determined with
respect to the risks and benefits to the populaticn as a
whole, including users and non-users of the tobacce product,
and taking into account-[i] the increased or decreased
likelihood that existing customers of tobacco products will
stop using such products; and (ii) the increased or
decreased likelihood that those whe do not use tobacco
products will start using such products.”

Recall Authority: Section 518 (e) (1) is amended by inserting
after "adverse health consequences or death," the following,
"and for tobacco products that the best public health result
would be achieved,"

Additional provisions:

1. Findings specifically supporting advertising restrictions to
provide the factual support for FDA's restrictions-- First
Amendment considerations.

2. Provisions requiring new, shorter, more numerous specific
rotating health warnings for cigarette and smokeless tobacco
packaging and advertising with residual authority in FDA to
change content, format, etc.

3. Specific authority for the use of compulsory process.

4. A provision permitting the Secretary to adopt a performance
standard under section 514 (a) (2) regardless of whether the
product has been classified under section 513.

5. Elimination of the preemption of state action (except as to
warning labels on packaging} and of liability at common law.

6. Provisions enabling a state/federal licensing scheme for
retailers.

7. Preservation of state and local authority to enact laws and
regulations that are in furtherance or in addition to federal
reguirements.

8. A document disclosure provision to ensure that FDA has
access to all relevant trade secret and commercial confidential
materials currently in existence.
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To: See the distribution list at the bottom of this message

cc:
Subject: Today's Jeffords and McCain hearings

The news from today's hearings is that both chairmen said they will mark up their bills
next week -- the dates weren't specific, but both implied next Tuesday.

| think we may need a meeting on the FDA jurisdiction issues Jeffords bill raises -- i.e., do we
oppose/support creating a separate title for tobacco and switching jurisdiction from FDA to CDC?
HHS seems to oppose both.
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FDA Regulation

The first priority of the Administration, in considering any tobacco legislation, shall be to
confirm and protect the jurisdiction of the FDA to regulate tobacco products. This authority can
be no less strong -- though because of the nature of the product, it may be somewhat different --
than that which the FDA exercises over other drugs and devices. Further, the authority cannot be
circumscribed by any special procedural rules or requirements. The FDA must be able to
regulate tobacco products, including by ordering the reduction or elimination of nicotine or other
constituents, through its normal procedures in the furtherance of public health interests.

The Administration therefore supports legislation specifically empowering the FDA to
require the modification of tobacco products based on a finding that this change would reduce
the risk of the product to the public and is technologically feasible. [Pick one of the following
two sentences:] [The FDA shall consider all relevant factors in making this determination,
including the number of addicted tobacco users, the availability of alternative products, and the
risk of a significant contraband market in tobacco products resulting from the proposed action.]
[The FDA need make no further findings in support of this decision, but consistent with its duty
to protect the public health, the FDA may not go forward if a party affirmatively demonstrates
that the action would create a significant contraband market in tobacco products.] The FDA may
order a modification of a tobacco product (including the reduction or elimination of nicotine) at
any time, although a decision to eliminate nicotine shall not take effect for two years to allow
time for congressional review. In determining whether to require modification of a tobacco
product, the FDA shall use its normal procedures.

Internal Notes:

Even as written, the settlement’s provision on FDA jurisdiction had significant virtues.
First, the provision specifically conferred jurisdiction to regulate tobacco products on the FDA,
thereby removing the legal uncertainty now attending the FDA rule. (The Fourth Circuit almost
certainly will rule against the FDA; the Supreme Court is a toss-up.) Second, the provision
established a “risk reduction” standard to guide the regulation of tobacco products in place of the
“safety and efficacy” standard applicable to other drugs and devices. Because the former makes
sense when applied to inherently dangerous products whereas the latter does not, the change in
standard would facilitate the FDA’s regulation of tobacco products.

This provision of the settlement, however, also contained several glaring weaknesses.
First, the FDA was required to prove a negative in order to reduce or eliminate nicotine -- L.e.,
that the action would not create a significant demand for contraband products. Second, the FDA
could not eliminate nicotine for a period of 12 years. Third, the FDA could not take any action
to modify tobacco products without surmounting a number of procedural hurdles -- ¢.g., formal
rulemakings -- not usually applicable to administrative action,

The above statement eliminates the 12-year prohibition and the special procedural hurdles



-

contained in the proposed settlement. The statement offers two alternatives on the contraband
issue. The first and preferable alternative is to convert the contraband question from a make-or-
break finding into a mere “consideration.” The second alternative is to flip the burden of proof
on the contraband issue, so that the tobacco industry will have to prove that the proposed action
will create a contraband market (instead of the FDA having to prove that it will not). This
alternative removes the burden of proving a negative from the FDA, but still makes the FDA’s
action wholly dependent on the question of whether it will create a contraband market.
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NOTE: This language is intended only as a substitute for Section SA and 5B
(pp. 15-18) of the Proposed Resolution.

Performance Standards

To further the public health, to promote the production of “reduced risk” tobacco
products, and to minimize the harm to consumers of tobacco products by insuring that the
best available, feasible safety technology becomes the industry standard, FDA will have
the authority to promulgate Performance Standards pursuant to Section 514 that require
the modification of tobacco products to reduce the harm caused by those products
(including the components that produce drug dependence), provided that the standard
shall not require the prohibition on the sale to adults of traditional tobacco products in the
basic form as described in the August 28, 1996 FDA Rule at 61 Fed. Reg. At 44616 (1o
be codified at 21 C.F.R. Section 897.3).

The Food and Drug Administration (F.D.A.) shall have the authority to
promulgate Performance Standards pursuant to Section 514 that require the modification
of tobacco products, including the reduction or elimination of nicotine and the reduction
or elimination of other constituents or other harmful components of the tobacco product,’
based upon findings, on a fair evaluation of the entire record, that (1) the standard will
result in a reduction of the health risk associated with such product® to tobacco consumers
and potential tobacco consumers; (2) the standard is technologically feasible, and (3) the
likely benefits of the standard outweigh any likely countervailing social, economic, or
other consequences of such standard. In making such a finding, the F.D.A. shall take
into account the number of dependent tobacco product users, the availability and
demonstrated market acceptance of alternate products then on the market, and such other
factors as the F.D.A. may deem relevant.

In the event a party subsequently files a petition seeking an administrative review
of whether a modification has, in fact, resulted in the creation of a significant demand for
contraband or other tobacco products that do not meet the safety standard and FDA denies
the petition, the petitioner shall have the right to seek judicial review of the denial of the
petition.

Should the F.D.A. require the elimination of all, or substantially all, of the
nicotine, any such action shall not take effect for a period two years to allow for
Congressional review pursuant to the Regulatory Reform Act of 1996.

! The elimination of nicotine or other harmful constituent shall not be deemed to
violate the provision precluding the prohibition on the sale of traditional tobacco
products, to adults, even if it results in a reduction of the number of the consumers who
use the tobacco products then remaining on the market.

? This includes the reduction in harm which will result from decreased drug dependence
from the reduction and/or elimination of nicotine from (a) those who continue to use
tobacco products, but less often, and (b) those who stop using tobacco products.



Additionally:

Within one year of the effective date of this Act, the FDA shall establish a
Scientific Advisory Committee to examine and determine the effects of the
alteration of nicotine yield levels and to examine and determine whether there is a
threshold level below which nicotine yields do not produce drug dependence and,
if so, to determine that level, and also review any other safety, dependence or
health issue so designated by FDA.

Separate from and without detracting from the Agency’s authority under the
requirements of the Section 514 Performance Standard noted above, effective
three years from the date-of enactment of this Act, no cigarette shall be sold in the
United States which exceeds a 12 mg “tar” yield, using the testing methodology
now being used by the Federal Trade Commission.
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Performance Standards

The Food and Drug Administration (F.D.A.) shall have the authority to promulgate
Performance Standards pursuant to Section 514 that require the modification of tobacco
products, including the reduction or elimination of nicotine and the elimination of other
constituents or other harmful components of the tobacco product,' based upon a finding that the
standard will result in a reduction of the risk associated with such product to the public? and is
technologically feasible. In making such a finding, the F.D.A. shall take into account the number
of dependent tobacco product users, the availability, or lack thereof, of alternative products then
on the market, the risk of a significant demand for a market in contraband products, and such
other factors as the F.D.A. may deem relevant.

Should the F.D.A. require the elimination of nicotine, such action shall not take eftect for
a period of two years to allow for Congressional review pursuant to the Regulatory Reform Act
of 1996.

Additionally:

*Within one year of the effective date of this Act, the F.D.A. shall establish a Scientific
Advisory Committee to examine and determine the effects of the alteration of nicotine yield
levels and to examine and determine whether there is a threshold level below which nicotine
yields do not produce drug dependency and, if so, to determine that level, and also review any
other safety, dependence or health issue so designated by the F.D.A.

*Separate from and without detracting from the F.D.A.’s authority under Section 514,
effective three years from the date of enactment of this Act, no cigarette shall be sold in the
United States which exceeds a 12 mg “tar” yield, using the testing methodology now being used
by the Federal Trade Commission.

'The elimination of nicotine or other harmful constituent shall not be deemed to violate
the prohibition on the sale of traditional tobacco products to adults, even if it results in a
reduction of the number of the consumers who use the tobacco products then remaining on the
market.

2This includes the reduction in harm which will result from decreased drug dependence
from the reduction and/or elimination of nicotine from (a) those who continue to use tobacco
products, but less often, and (b) those who stop using tobacco products.
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Our review of the proposed tobacco settlement so far has revealed'numerous m ere
the attorneys general have made real progress -- but our review also reveals at least one
serious problem that we will have to correct before going forward.

cndod]

. The problem is that the settlement too greatly limits the ability of the FDA to tegulate the
manufacture of tobacco products -- and particularly, to nicotine that ¢~

tobacee-comparres-ean-put-into cigarenew crucial defect because it is nicotine

that addlcts people to cigarettes, and the best hope of breaking that addiction may be by
+ nicotine in cigarettes. 0t G leelony iz hic ce

B Liaag Jveesy
The agreement creates at least three new obstacles that the FDA would have to surmount
in order to reduce the amount of mcotme in cigarettes:

-It woulme FDA to'ﬁnd}_gm nlcotme would not result in fos

a black market; which gi Qi& .

mﬁ%ﬂjﬁm&dﬂ{ ey L’t. O\,‘KAO\" ['M‘P\‘H XLL + PM '

e Ly ¢ bear{locgc - PR, VoY : .
\

oned
-- It would force.the FDA to use akformal ngﬂ-ee-end-mmen( rulemaking rather

than the less cumbersome and time-consuming procedures that the FDA almost 1
always uses to regulate drugs. )
Nond e clical L@ s |
v -- It would force the FDA to use a higher standard of proof than is used in
‘\\) comparable regulatory proceedings (a “substantial evidence” rather than an
~\_, “arbitrary and capricious” standard).
—

@ Our review is ongoing, and we have not yet determined precisely how these problems
should be a.cldresgegc But we believe that we must change (1) what the FDA must find
before it can retiuse nicotine and (2) what procedural rules and mechanisms the FDA
must use to take this action. For example, we might say that the FDA should be able to
reduce nicotine as long as the agency shows in an informal proceeding of the kind the
agency usually uses that the reduction is technologically feasible and would reduce the
health risks associated with smoking.

. We very much want to correct problems of this kind because the agreement would make
real progress in a number of areas -- for example, on advertising and second-hand smoke.
But we will insist that the FDA has the regulatory authority it needs to protect the public J:'
health -- and particularly the health of our children. OA*"’
alee (L= ape®!

CV‘WYV&Q t .)\_(.[Ml‘-"’f(? M .C
(._?_Eﬁ-— giﬂl::n ﬂ\s"*—»ci"“' q))“\,
_ T &ﬁ
r— \u..\uo-jg - G.AMJJL\M\'\) ae casy wwwf’ rcw:jl e
N » u.&-«.k»\,l."\b C‘—-’l\_r\--t. F’DJ\' ‘*’(LQ-A'\\ \--'\Q \0\-\)
S M %b)\"‘" C-TAC"‘-‘,( \.ma{ .X' Gm-—lko-ﬁ-'O Al(l\ta-.__ M‘

- N ';T;%: '{'o re ._L.Ja. ruca1Ll~4— NO*‘V'»'(LL m/i' St PM ! C hiane w{m [pa.\,,Ma/z G""‘w‘( ""/
.,L-,L N‘M ack 4o OSNL""‘T’— ot (:\-j baed (Mm‘m Q,(C-Df‘\ >




_ w!bh—,o\-‘nm_. - svoadual liva

TBLQ(_LO - S‘lH*(.ltM.nMT -
Prodiut v-a‘b\.Qa e

L'RQMJ{\.P\-?WAM(\’ .
W

s tlaa. .wv\mc[a'w\\ Siinag ~ _ewv ta oddilh - al 'P"ﬁ"Ll«Ll"l C'C- {: CiIMJ\)

Ine. b = weve Yueuthr ¢ @0 yeant g 1T hanc
-“-M?““ S Projeet - AD_ e 20 yx C‘ZM'\:AMM,‘ L
AA'\::‘( E.\A,L-M\\-M%T IR (-v:\\ ‘L"V-D- .

S T iy _preas gy dabe 0 _ L ,
AP0 JANEV.Y PR VYN 2 W) WINTIN PodueT iT  add .
b)Y Lery kuwo wliat el lhapen ik
Chid R wees = 3. awslung wawe Funac

I Tala_our wicaBuo— Y ‘\’0.-L.L MV e . otlua :pwvluc‘[;.. o

l’\c&i/w V*P,cLu_c‘l'i._.. %W‘7

Pudh Fnoand .V'Q\lucul_\r(-(ls 'e-.,andT_g -~ bl L Maoa L‘t—(—hf‘r?

I Aeid, ameally ald by moa rahee avsoy o Tl

i ?‘MX““\ Autro =2yt That _emcemuart] ey ¢ wedueed vid\
1 — _’vaLu.LR

L t:fvx..thu\,rt Al (‘V\ - de t-\‘oLM wl s Lo ‘QucLuu.a 1'1 Caad .

) . LULV-&MA.—-U\- TVLYJI_U\N E:f"bﬂ} v w L;.mu.”.\_l )
Ll "'lu\‘e_ruvib\.s N 1"4&1.'{44 GA (Q‘G"Ll.li ' L

. i \( C’C::/

, .L o '_' P_v.oiu.cr ceorm~dT L M,&J;_& _-rQLt_jf eH-ec e { —
-

ke Feas - wno ‘ft_—\L-

i o “ﬁ]uiff" widue Y HJL—'}waEyﬁ [+ Fae

du:uo. "L’“L;]‘-'L'“"- - \ola—cLL walr ~ veal tsuee .

I/h&a./-b

%[F‘” \ox wzar . 23 id epeclati~ — alieody, wade @ fdivg

Haa 0T o oy -



L e e b wre sl

| i S (?G‘:\E “_-s'__'*\/l/u_‘_' L. A . _-_-Js_e,o-_o COA
l
|
l

. Otlaan - proctd puaby. mavsethun wr g Fir_\dxwpr_,
1 Pepd eV

’_D{\L-My TUPPS -
fpearsd Ll -

| 1\, ?t&u»(-r.l VA L TS lMu\.\
[ B CYT Shw\ \\ lm)k ol _ c(AM.Ls[aac-ec-l 'P‘A[}b\. bl 'CALL?\-Q"‘

R YV Y S _ o .
b bl c,t\.-wt_ Wu\\n thLth\l.a aro._ V’Qi,u

c\/&\r\, wt  way At wmh a ud\/um\.l i{"{; ca.—Cv/],

LT e wauda vl tudd we vesg . MAWDIA.W

) - a\° A‘L‘] 'pu ol ant?wuae!_ of?'pvwecll

-..L Need Cll‘l.(\o l"\) 031« (J\~ La ¢ 1 vla-a

et —srlog it
|
‘ .
|

—— - qu C(Ml(ﬂ.’ iy b as w%‘-’\-f D/-L\_QA_ \{'Lko\

} S - \AWVM..IA.Q QA&




FDC./AV

Nicotine. Re.pl e ctron

S E T T L H

ME_ N T

AN E/IMH’JO.‘I[IO)’) oL, 5/1/1/4/@974/#:7%

ch wlato r")/

Mechanism

ls- o

I a.aﬁu./-zLe,ra:h on er mzsém,u/,j
Pr“o wslans

r‘e.s-/-r:c-/-e.a(, O(GVIO& /D)’ZJWS/anS
e,rformanw S'Aano(a.r‘c/s

oA evice. elass)frecarvo n
a-rLAP.r‘ [’j

£

Products elassiFres! as
alesSs IL o/ewce.S ) F DA

Sefs pe r~fFormarrnce.
5Ha q/ar-a/s '

Proolucts classifiéd as class 77

olevices F‘ DA gets e/‘:%mrzz
mm/ 4

'Re,ct;;, red.

FDA must show redcctson :

Pincinds shall oe

en a:./oon A
rs +hé&n within

_531% ?ehw/ corntrols VLO ol reseilh ket FD A musSt show eliminmdvon |
.gﬂ—ge,nc;f provs: ole ao(e.?aafe, asSurand N_‘ju&l SORN Aejﬁ.i, f";k inwj,;/ares'u/flsm sim-ﬁ;cm-/— recdleetio n
f_anm S oF 5‘a.-ﬁe, and a%cﬁvemf will ‘be "ZBC;"’O/ zca/// 7‘@&5/5/6_.2 will be #ec/)no soalll j%a&zé/e_/
J WMSQ s ikl ’";j_fL,C/M - & la G- bl ot crmvé /e ch markst
Time. - '/\@'-aané‘ﬁn/})ﬁs‘ %/‘ & /CQS% /2 )/cnr's /- FD.;‘I' oan re e mca-/fne/

l:-r‘a..me; : L ’ dfmzna::‘/an on a-ﬂ/er‘ initiad 12

: ear perio :
. . . .‘.2)/ e/"zf}{;na%on mus-rL ﬁe, /o/usea/ H’J'
_ - - ) eg/n Sooner +Fhon. 2 yea,cg
Re.j w la.-l-o no—/vae. and Cammefn/‘ Sorma./ /"(,&/ema,/e/'/&;g, 3 7°or-ma/a rulemaksn
'Proc.e.ss / | h“/em"‘"é'”?’ . - | S FDA eﬁ‘v‘a—oé//sée.s _ga; nﬂ/cfc/u
- . : | Qommiitee on nico ne wucFréen
' : _ ' ' within L Year~.
..AHa wed | APA /"uc/fc«'a,/ review | rt 4o aa//c/a,/ review Con elect o have a fardt /&
ond u s+ - SR " ean petition. FDA 7o /‘61/12?\/ hearn /u diedas review :

_ _ ' ‘ s -ﬁ’m 74,& ho black. a/aeé-/-;ézon DA reweh) /-/t
\'\AP—P&&] | | markers A‘Z been g—e@%e 'F/n_ mz “hot ho é/aczé rmar ket jas
Shga[a,m(_ aré/%/‘a/)/ c(ca,/on?abkj 5%8749,/)'74/:1,/ evi c/&nce, %oona/@mnce 07& @V/q/e,/)oe_/

‘o*F“ | - | ‘ - , | (éwe/e,h o FD_;‘}’) '

Re,v«e:v\/‘ 1%zn an /uc{:cm-/ review, the: fleference. a.ccom/ao(/ to +the A eno

-fe,n‘/"fo which +he oI55

the. ex
rse.. M Cp- 8

e Agency’

NS Lreld ef exr

PP UG~ T - om0



|
de ¥ ’ To \m.&.t.u - r‘-"“""(AJ\M"—T‘ -
. A queiche
|
1o [ Beoduacr ?\ek.,.ﬂakm
o IFoh Moo vl ivx\-‘.mf y \OD\AA- ?W‘L“-LT —_
Mo - DX veadd CU\Mu\A\- e d U WALE R vg — L!-c- st tanet  1VvAr Thaas
t (o T / I»M.'!&_.H -wuw&\,wuw_n.& Ma;.L\_L \n‘\ .L;HL)
IC\AVVMT o) ~ PP L D NMILM- - __aru(rd».‘ \—t“‘ciu:u.-,
Y v-uu._L\
.‘I_ - S - R S T AV O\A-L: ( CAR .
_ 'D—QTT. : ootvd o shaetd e poyad ot [ paadee s~ -

Foh- n‘:%wwla.tv«u! Revan Wk F ¢ Uiew = LLo.

At el bt vaor eliva

} y s onlat _V\_L.\_u-‘.éi‘,‘*—\,u.[f\.u.ml.m.u{ﬂ—s- o
. GO\J‘(\M e~ M\wﬂ,a(l_ tM__J-'\.A.- u%_wﬁ\m

I P MWL‘I [ WY "Vt.e.\-{t_u-o walu, oo Ao s vwae L Wy rl_o
3 o?E‘—l -

IR TPURE R VTS, WO% o SR N Lo e wmedaer |

3

W . . Cdar ﬁmn;‘iwn. wre wall _&° MH_%M'Q
L v 8 oy rpan W NS .
Mt uflis l»{uwvl-l?, L Ton _taa wa/im.( — wa’b _\_Tl-LU/\ L‘-QAM‘[:'“'D

‘»\pl,qw?u han LiJrR Views” ‘ W.xmr_\

leu @ r1 N a&wo;" L om \rv\\\(uuvxk McLuMw_

Geue, ey wat . WMeT  veaa el §CH - ke m}MMR i

. l

Yo s ‘-m,u;‘ o Buaa la.%_ Aan gy o q_)a_ _

f—\.émrvv r?cuvu..o Mc«,Ach..\, ehw .
M.‘W-O\U-‘ \.AM‘\- k'\> LQ%/L-A Wcﬁ i&u’ﬂ'—‘*




- ‘waﬁm&_udw-la_uw:\ - ‘-%\___,Xe\ml-,—g .

N L \MM'\\A.\ bebon < A:LT-_—VN_I QA0 YL~ ERAAN .
| L T
11 R
Pont 12° _

R | _ - - ) I
. _ibol-\-\-u‘\ Tl L (J\ Y‘\a-“/z
! Gowe Wi ok Py Thua s co. an—a

L

“m&x* (L) 4\-— st ‘_‘L AR |

\Y\A'}Lﬁ.l vy WV 'l_—pb\- Tt t—L

Jve e .

M - aal +cap L o
n’“‘"t ray - .m\u_f e J?w -P'n—u:- VL yes .
P e say — el Heaomins _
C Beaa - wer wucle. UL el ‘Pw:[-_-:coo

V1 Z VR U 2% ,iu{lau\'v_\( af Paahic veced.,

“m'ﬁs o o c.}c?u":i\—x cxkovd‘ ’

[}

/. e - = e exaumple — O ,t_—lc’?%.l:in. . An—

ol wodlur.

| odwgues Lo LL\O‘-O [QOLJ:;AOL.Q

T - - - -

. MW\‘\—\‘—K—D VARAA B .

) o
Ly oM R dabke, T;M\T ywao luirg
Yeanir v, (DL et sH T/ Cllealen

Db o

Nt | T
€ b L\T"‘nn

[ FYYVRIIS -y gy Wil PN

ONCE



| Co e PT vaalits & Lot L e e -
.. S\Mu. C tan LAaAll b\-\\‘ Ly g i, s AN T Al — € tan

ey Ll ol cavve~T pumoluas?
. ; - 'Pw:.?o_ccnv-t ML.M

{ P Y WU § _\A.W."M'(L‘M-g

|

|.

|

.1,

Tecle. Fraalle —

Moy CL\A..'\*.L U Sy ’\\-\L\ Mty AT v~

P R P e S XV VU VP Uy N - wla Wlea  conn L*\-

S | SN o SNSRI 3 PV VR WY Wile g Lobe— .

D, QLMS::—&\ v-l-r- . . o __ Pk T
Puls e even
\-} PAST W—L\_‘.m.! 'l'\ Lsc Q,mhslea.aé 7

;. do— . - . . T '?Q,\((UL hcm(mL

.qu-"n\acm M{V'Qd/k-—? =Ry, ‘
ol ("’M C\.rol D\tléa\r\v‘r.. skt - a\m'énu v Kke?

- ke ; . - &

B | . ) ) ’“u ?%LLL\NL s vA\cu\QcM.x

|
i &
"
, :
t

T

--_\_{-.T'(An.u,_', 1% _'}w.\/i.ﬂu'\'\\ U7 AT . Y i Ripaaga ac_ce‘?t;su,’

LA

rr

I ’immu\ ) <

o . L ) v\uud —QolC—
] L S - o . T m-\- ity

{
g

\-\\\—\;u, 1%y 07*‘-



Coared

oLu.c.c..e - \"\:\+LLU\-LN-—'\- -

DA i \lit‘:‘:ﬂ_

Jerold R. Mande

06/20/97 11:59:14 AM

Record Type: Record

To: Bruce N. Reed/OPD/EOP

cc: Elizabeth Drye/OPD/EOP, Elena Kagan/OPD/EOP
Subject: May sound nice - bad idea: Hurdles FDA must clear to regulate nicotine

This morning’s rumors include requiring FDA to prove any proposed product modifications are hoth
feasible and wouldn't lead to a black market. Certainly that should be the goal of any required
maodifications. But forcing FDA as an administrative requirement to clear this hurdle would
effectively prevent FDA from acting, and remove an important incentive for industry to develop
feasible alternatives.

Another industry argued for years that CFC alternatives weren't feasible, but once Congress passed
a law banning them alternatives sprung up at startling speed.
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